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POIEX/HACEX system - The key to success

Clinical evaluation of POIEX/HACEX system

Clinical results of POIEX/HACEX implants were evaluated five years after product launch.

The subject of the evaluation was 6,235 implants that were placed at 29 clinics between October 2005 and
January 2010. The average clinical term of the clinical cases which followed up was 26.7 months (3-62
month).

Clinical results were collected from 29 clinics each of which had done 100 cases of implantation or more.

1. Survey protocol

The survey includes two steps of research.

In the primary research, clinical information such as implant position, size, type and present condition (i.e.
working or failed) was collected. The cases in which the condition was unknown at the time of survey were
excluded.

In the secondary research, failed cases were evaluated taking the factors into consideration including
patient background, surgical technique, time to failure, and presumed cause of failure.

Primary research Secondary research

(Summary) (Failed cases)

© Implant position Patient background, pre-operative examination
gender, age, reason of defect, smoking habit, systemic condition,

© Implant size and type >
oral condition

© Present condition : . .
Factors associated with surgery
working ' One-stage or two-stage, healing period, bone quality, alveolar

width, surgical instruments used, stability, bone augmentation

E failure oooo+coooo>

Process
X unknown ) Time to failure, presumed cause of failure
Outcomes
[Summary of the present condition] Tendency of failed cases

(iF) Basic protocol of survey



2. Breakdown of clinical cases

POIEX/HACEX usage rate by size, type, and position of placement
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(i} Implant distribution by type of implant

There are taper-type (TP) and straight-type (ST) implants, each of which is available as either anode oxidized for POIEX or HA-coated
for HACEX respectively. The bar graphs above show distribution of usage rate by position.
These figures indicate that TP implants were often used in the anterior area of both the maxilla and mandible.
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(i1J5) Usage rate distribution by implant size

Implant diameters of 3.7mm to 5.2mm and implant lengths of 8mm to 20mm are available in each type.
In the anterior area, a 3.7mm ¢ implant was most frequently used.

In the molar area (except for wisdom teeth), larger diameters were used more often.

Lengths of 10mm and 12mm were used most frequently.

The majority of 8mm length implants were used in molar area.

Lengths of 18mm and 20mm were not used in any case within this survey.
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3. Survival rate
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(12} Survival rate (iC5 Survival rate by implant position

Survival rate was 98.3% The bar graphs show survival rate distribution by implant position.
The survival rate exceeded 97% in all positions. Information regarding wisdom
teeth was insufficient (6 cases for maxilla, 8 cases for mandible) to compare with
that of other areas. Survival rate was lower in the molar area than in the anterior
area in both maxilla and mandible (*significant difference P<0.05, t-test).
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The bar graph shows survival rate by implant type. The Implant length
survival rate exceeded 97% for all types. A tendency was
observed that the survival rate of HACEX implants was Survival rate by implant size
superior to that of POIEX for TP implants (*p<0.05, Fisher’s _ . .
exact test). Significant difference was not noticeable for ST The bar graphs show survival rate by implant diameter and
implants; however, the same tendency was found. length. There was a significant difference between 5.2mm
Significant difference was not found between ST and TP in and 3.7mm diameters ("P<0.05, Fisher’s exact test). Survival
both POIEX and HACEX respectively. rate was lower for larger diameter. Significant difference was

found between 8mm and 12mm lengths (*P<0.05, Fisher’'s
exact test). The 12mm length showed highest survival rate.

4. Discussion

The overall survival rate was 98.3% (6,129 survived out of 6,235 implanted).

The survival rates by implant position were 99.5% for anterior mandible, 99.2% for anterior maxilla, 98.1%
for posterior mandible, and 97.9% for posterior maxilla.

The molar area (except wisdom teeth) showed a lower survival rate in both the maxilla and mandible
(*significant difference P<0.05, t-test). Survival rates for all fixture types exceeded 97%. HACEX showed



98% to 99%, which was higher than that for POIEX. Detailed analysis of molar area, for which the survival
rate fell below that of the anterior area, is described below.

1) Cases in molar area
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(i) Failure case tendency by implant type in maxillary molar area

As for TP implants, HACEX had higher survival rate than POIEX (P<0.05, Fisher’s exact test).
As for ST implants, same tendency was observed.
There was significant difference between implant 3.7mm and 5.2mm diameters (P<0.05, Fisher’s exact test). Implants with a larger

diameter showed a lower survival rate.
The length 12mm showed the highest survival rate. There was no significant difference between other lengths of implants (P<0.05,

Fisher’s exact test).

(

Bone quality

=

259%

Outer ring : overall failure cases
Inner circle : failure cases in maxillary molar

bl

4y
(4% 25%

Outer ring : overall failure cases
Inner circle : failure cases in maxillary molar

"% Secure | Sufficient 7 Insufficient

D2

D3 77 D4

Initial stability

No-response

Probable causes of failure
[During healing period]

Unclear, others
Infection

Excess loading

Insufficient initial stability
(Immature bone healing, inadequate alveolar width) |
4 6 8 10

N of failure cases

o
N

Probable causes of failure
[After prosthetic treatment]

Others
Improper implant angle, depth
Prosthetic design

Bruxism

o
N

4 6 8 10
N of failure cases

9% 8Bl [BAIAING

(i) Failure case tendency in maxillary molar area

Outer ring of the circle graph shows overall failure cases tendency.

Cases with D4 bone and insufficient initial stability were frequently

observed in the maxillary molar region.

The primary cause of failure during the healing period was insufficient
initial stability, which reasonably agreed with tendencies of bone quality

and initial stability.

No-response



POIEX/HACEX system - The key to success - Clinical results and points to consider -

[ Mandibular molar area except wisdom teeth
[ Number of cases Survival rate (%) ] [ Number of cases Survival rate (%) ] [ Number of cases Survival rate (%) ]
2000 /! 100 2000 100 2000 100
1800 99 1800 99 1800 A 99
1600 98 1600 98 1600 98 .,
Z 1400 97 € Z 1400 97 £  Z1400 97 §
S 1200 9% S 21200 96 S 1200 9 =
3 1000 95 2 31000 95 2 31000 95 2
5 800 9 8 g 800 94 8 5 800 9% g
7 600 B o 7 600 B e 7 600 B <
400 92 400 92 400 92
200 I 91 200 91 200 91
0t 90 0 90 0 : : L=== 1 90
POIEX POIEX HACEX HACEX 3.7 P42 P47 P52 8 10 12 14
TP TP
Implant type Implant diameter (mm) Implant length (mm)

(iEELY) Failure case tendency by implant type in mandibular molar area

As for TP implants, HACEX had higher survival rate than POIEX (P<0.05, Fisher’s exact test). For ST implants, the same tendency
was observed.

Significant difference was not found between implant diameter and implant length (P<0.05, Fisher’s exact test).
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Quter ring of circle graph shows overall failure cases tendency.

D1 and D2 bone quality and insufficient initial stability were observed in
mandibular molar area. Burn and infection were major probable causes of
failure during healing period, which reasonably agreed with tendencies of
bone quality and initial stability.
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The key points for improving survival rate

Compliance to basic points is necessary for more stable survival rate.
It is important to note the following in case of molar area which survival rate fell below that of the anterior area.

1. Maxillary molar

The survival rate in maxillary molar area was 97.9%. Notably, 46% of the area was D4 and 60% rated as
insufficient initial stability, these rates were higher than those for the other areas.

Primary cause of failure during healing period was insufficient initial stability, which reasonably agreed with
tendencies of bone quality and implant stability for failed cases.

Key points m

1. To increase initial stability: use TP implants (Fig.12).

2. To achieve early osseointegration: use HACEX implants (Fig.12).

3. To secure sufficient bone volume: increase bone volume by GBR using
autograft, and use an implant that is as long as possible (Fig.13).

4. To improve bone quality: use BONE SPREADER in combination with other
instruments (Fig.14).

5. To reduce loading during healing period: avoid excess loading during healing period when initial
stability is insufficient.
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Bone quality improvement

It is recommended to use a BONE SPREADER

in addition to the normal drilling procedure.

Insertion torque for the implant should be 20-25Ncm.
Also It is better to use an implant of smaller diameter
dependent on bone condition.

Insertion Torque
20-25Ncm

2. Mandibular molar

The survival rate of mandibular molar area was 98.1%. In the area, 19% was D4, which tends to require a
higher insertion torque value. . m

Key points |\l ™

1. Use a TORQUE WRENCH (Fig. 15).

2. Use a CORTICAL MILL and a SCREW FORMER to avoid applying too much ﬁ
insertion torque (Fig. 16). 9

In order to achieve reliable and predictable results with implants, it is important to avoid
S ETRA  excess loading during the healing period as well adopting a staged approach.

We hope you find this clinical report useful for your future implant treatments.
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